PCT/KK Z0U4/UU 

RO/KE 0 9.07.2004.' 




This is to certify that the following application annexed hereto 
is a true copy from the records of the Korean Intellectual 
Property Office. 



m m h m. 

Application Number 

m m y m m 

Date of Application 



Applicant(s) 



/ 



10-2003-0046550 



2003£ 07H 091J 
JUL 09, 2003 

CH0NG KUN DANG PHARMACEUTICAL CORP. 



2004 



07 



3 



09 



81 



COMMISSIONER 





mi 





PRIORITY 
DOCUMENT 



102(j^^6550 #3 2004/7/16 



2003.07.09 

[^S21 SS] Hx-II^Aix-ll SI 0121 

[^"S2| §!ES§] The solid dispersion and manufacturing process for the rapid 

dissolution of tacrolimus 

[§§] tei 

1-1998-003499-0 

[CHaiej] 

9-2002-000007-2 
[ HS?l a H 2003-046078-0 

[ PI El 21 3 HI 9-2002-000377-8 

[ 5I?I gji^aS] 2003-046076-5 
[CHBiei] 

[ □ £| oi 3E] 9-2002-000609-4 

[Sl^gjfSBjt] 2003-046077-2 
[CHEiei] 

amy 

[CH El e! 2E] 9-2002-000361-2 

[SS?I SJe^eim] 2003-046075-8 

[SS2| ^S^|] AJS# 

[&9°l S^a^ll SHIN.Hee Jong 

[^S!§i|SsL] 520114-1068219 

[?@S!S] 420-022 

[^^] ¥SAI SDI^ 1 §2§ 14-1 22I0FS 1404^ 101s 

[5*3] KR 



15-1 




102fl<W550 2004/7/16 



3^H^|] LIM.Jono Lae 

[? D JI^S] 670418-1482118 

330-814 

§sys seiAi si^s haiei 253-38 §somn 102s 738s 

[^2*1 KR 
IBtSJU 

§S5}|] Kl Jin Hyo 

reeiS^BSl 690324-1548419 

330-766 

tsys aeui £!§otomm 102# 105s 

[^1 KR 

§^H^|] YUN.Ji Hun 

760921-1650216 
330-090 

tsyE aeni §§§ 1548 tmm^onim 102s 1404s 

[^3] KR 

imx\] mm® xn 42^21 ^§011 °imoi ^ soi titua. cn£iei 

±Ji\m (en cHs-iei 

oi#s (en cHEiei 

01^9 (en cHEiej 

sty (en 

Piemssi 15 a 29,000 a 

n^sssi os 

[^^S^SSl 0 21 0 SI 

[^jm§?s] 0 m os 

[1,^1] 29,000 3 

[S¥Ami 1. fi^A1-SA||AH(Ee)_1S 



15-2 




M 13*}: 2004/7/16 



15-3 




2004/7/16 



BfH^el^i^ ^HM3. ulSfl-g-^H] ^ ^^{The so n d dispersion and 

manufacturing process for the .rapid dissolution of tacrolimus} 

<i> £ vt-g-^ Jl^lM^ Jl^^ ^^%^^|# 

<2> ^.g-^ -g-« 7fl^i-i: tfl^S:^ ^7>» 

^n}^ JL^°\ eff-^ ti]^^ ^-BflS. -g-#^r ^A|7l^ ^ 51^ 

3^ -B-71-g-nflo]! -g--gfl -g-§-Al^l ^ SL^r ^z^H ^l^tr^r. 
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<3> WW 17-^^-1,14-^ SHS.^M-12 -[2-(4-5>olS.^-Al-3-pfl^-Al 

*H -g)-l-41 € «1 ^ ] -23 , 25-^ *J -13 , 19 , 21 , 27-31 H eH ^-11 , 28-^ -4-o>*}H3 
^l#S[22.3.1.0>- 9 ]4-B|-3.i-i8-^l-2,3,10,16-^He}-^r(ol^- 'Bj-Hl-el^'ef "$tj.)fe 
€ -frW*l*it. *ll 1841622:41 7)^s\o] 5^ *y<% £o] ^o^] ^ * ^ 
£ 7V^|uL Xl^, n*BM ol^6f] tfl^b 7i^M£-g-, t^o]i|6j| o^Jgtfl 

^ 7>7>^^ ^^ri-^ *is. g 41*3-41 ^~§-^ <a^^ 

^#°1 ****H, 3^¥*W41 49*lM-g-l-°l 5d 

4. 

<5> ^-7] S-aflJg-fr ^4*>3.^> ^^fl^-iL i 62-2773213:41 ^ Bfa.#&l^» S.^r 

*fl3 ipofl 5] Tfl ^*j:ol 5J,cfji <£g\z\ ^tf.(ffO 1998/46268) 

<6> gc^ Pl^^iL ^6,346,5372.41^ SL^fe \+-g-^ 7^%^ 

^« ^ 7l^fl^ ^-g-^ f^Q, ^ ^ ^€^rfK> -WHS" 

Al-&>J1 54.2.1+,. >a-7l J1^7l>|]» 7+-§--&>^ 3-f4|S. ^^fl^-Ji & 62-2773213L4] 7l^ 

€ 31^11^^14 4t7MS \+-g-^ 7ltflo]^. ^HM?!*! ^>7l ufl^-41, o] 

» ^-^v^v vm-^ ^#<y Bi-ai-ei^, 3.^71^1 ^ ?im*^*ii« w -g-^^m * -B-71 
31 sa^. <^7H ah-^ th^^m?*^ -g-£7> ji^^i^ ^afe w& &t+. 
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<7> a=$ tfl^oi^- ^. 7 flm^^ 2001-000607031^ fe 2°}<#4\ >4|*i**M 

<8> SE1& tfltb^l^- ^fl^^L *H 2003-0040556 Jioflfe *Va.3.eW:5.7ll jl^I 7H 

^ofl til^^ #3)3. €^Rr Jl^l^r#^« ^^S. -t-B-^fe ^# *Ml7> 7UA]£]^ oj^o.^ 

, ^7i #*um €^.7> 34- se^ 7im«-^*)i« ^ & 

Cfjl 7l7flS>Jl 5^4. ^7H *V§-€ 7fl^%^*l|fe t£$H>] A>-g-^ 31^| 7l^S.^- 

^ ^jai^ ^^.7> safe ^-f^m ^i-s-si^^. ^, *^7i^Ai \+-§-^ jL^i^^n 

S^^^S. 741^%^^7V A>-g-E|^o.i4 ( o}i- Ml^r^l^ ^^fe t£S ^IS-^-E^ 
<9> 4^ ^Eflofl ^-g-^ fiiHHt A>-8-^ 3L^7l^fe ^17> $1 

<10> o)6\] #71 S^** n^}7) \^8"S "WJ ^EL^^2) JL 

31 ^#3] # JL^i^n^ ^71^4 -g-#7fl^ 71^ ^ Jfe 

#*)1» JtH.S>uL*V ^ ^^P-* *1 ^ £4, HLB ft*] 7 ^l^lJL, -€£r^H 3.% 91 

74m%^^l« 11^12] #3)3. A}-g-*><^ B^al-Sl^ «l^^l #Efl3 ^r#*m JL 

*fl**M|* afla^S.*! -§-#1- ^ ^^r#*l -f^SH *m°]-%-^-£ *r 
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-frS^-^l-i- AV-g-^-o.^ jL^^^m^i #33*1 ^^^l 7>^}^4. 



<12> ^-8-^ em<& ^I^Tfl -g-#^Z3 ^ $1SLV], -f^tb 

<i3> ^ ^airei^fl- Ji^^-^ls. ^latKMi ^siM^af -g-#7fl^ 7 l^§- 

<14> M. ^ a. ^-g-^ BfELl;^^* Jl^^^l^ HLB S)M 7 
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* ^« ^ safe jL^i^-^i^ ^* ^w-. 

<17> o}^ ^ Hj-a.!^^* aL^-gr^t^ HLB 7 <^1^- 



<18> ol§> ^ ^tg^ 

<19> £ o^o] ^a.*^-^^ «W8-#-8r 7ltflt ^ 

241^121 *fl2^1 A>-g-s)^ ^]fe ^ ^H3# 
*H^%-3*H^, M-^fe HLB 3JM 7 ol-^^l ^^r AV-g-^t}-. o^H jl 

3*1 ^31 HLB DM 7 ol^-olji, ^dJH ZL^<y ^l^%^^lfe 2.^- A>-g-ol 7}^H, =L «# 
^ ^1-4 ^^%^^ 7 > l:l ifl^l 1:100 ^^lS. a>-§-^ w>^^ , ts]^ ti>^*> 

Tflfe 1:3 xfl^l 1:50 ^%=«13. a}-^}^ ?M 
<20> ^- a- ^-71 Jl^ 7^1^%^ ^1: 3.^11^^]^ tMS. A}-§-^-_os_*| \+-§-^ 
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*>-S-*fe ^f^l^ uL*H^*IN ^^Hr ^T^-Sl €%*>7ll 

*V7l fl^r ?M4. 

*ll2:€ #-g-^ ^L^^r^m ^Hr® -g-#^S4 o>^^^_ 

St^sMl, sfe $7>*M -M. ^^1, ^*\}*§~£ ^ 
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<28> ofl^ 500 mL^fl Bf3.#a|^^ 30 g^ ^3.3.^.^1 ^iitfl S (HLB=9) 150 g^S: -g-^fl^l 



<30> 6fl^ 500 raLofl ^-3.1-^^-^1 30 g*}- ^aSi^Wi^ = (HLB=9) 150 g^: -g-*flA] 



<32> 6fl^ i L ofl B|-3*Hl^^i 30 g^ ehf1i%#q-H-§-(HLB??40) 150 -§-*fW?l ^-§- 



<33> 4 Bfa»Bl^ JI^l^Hl^) ^2: 
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3| = (HLB=9) 150 g# <^m^- 500 mL^l -g-^A]^ ZL*11^H1 <g*HSb 412^4. 

<35>^A]^5 Bj-al-S)^ JL^l^r^^l 

<36> ofl^ 500 mL^] El-al-el^ 30 ^aSAi^nhSH^ ^- (HLB=9) 150 g^: -g-*fl*l 

71 5i f 300 g* 7>«H ^-^s^I-ji, ai^l^r^l °U*>» 

55*4. 



<37> ^A]dfl 6 BfHl-Hl^-i al^l^^Sl 4| 2 

<38> 6J|^ 500 mL«fl E}-3L#e|^-^ 30 g^ ^aS£^^^l^l = (HLB=9) 150 g* -§-i3fH 

7] 3-, %H 300 g^: 7>*M W^lsQ ^* S-^SSM Ml^Hl <g*Hfr 412^4. 

<39> ^}6| 7 Bf3.#&l ^ uL^ll <q *\]2i 

<40> -fi-^f^^H -B-^ 300 g* ^-^171^ B(-3.*Hl^-^ 30 g^ 

3| = (HLB=9) 150 g# ofl^r-i: 500 mL^l -g-t3W?l ^ ^f-1sH ZL^l^^l ^^>» 41 2:^-^4. 

<4i> ^aHI 8 B)-2l:^^ Ml ^41 51 »12 

<42> -n-^4^7Hi ^3. 300 g^r -R-g-Ai ?i ej^s.^^ 30 g 4 ittMl ^ 

Efls(HLB=7) 150 g# <^m* 500.mL<=fl -g-^MsQ o_no. «.^<^ aL^^MQ '<g*># *]l2:fr}£4. 
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<43> ^AHl 9 ^-3.*^^^ ul^^-^^ XlS 

<44> 6j|^ 500 mLofl 30 S (HLB=7) 150 g# 

<45> Z\)2,d\) 1 al^|^^ ^13: 

<46> ^AH] 1 ifl^l ^Alc^| gbfl^ afl^ Bf3.#&l^-^ Ml^Sfl ^^(^#^^3.^ 30 

g Sfl^)^ 3S^S.i±r]-g- 60 g3\ ^Bflo>^A> r.>ZLt|l^ 45 g^: ^ul ^-S-^JLsL # 
3,000 go] E)7fl ^ d l» ^ 100 rag-ir 431 ^#^1] Bj-at^^^ 3. 

<47> ^of) 2 Ml^Hl ^2fl<2] 

<48> -£[Aj 1 9 6)]a^ ^Stt ^SlUMMI ^K^al"^^.^ 30 

g Sfl^)^ Q^S-SL^ 1,000 g, HSi^fSii^^ 60 g4 itflo^il ^>ntll# 

45 g* ^_EL ^-^^AS # 3,000 gol 5] 711 ^ ^ °1* ^ ^h§-, ol 

•§-*M ioo mg^.s e*3*H ^at-B}^ :a*Ufc-3:*l|7> ^--R-^ ^l-t- ^la-si-sa^. 

<49>^i§ofl -g-^A^ 

<50> 1 ^ jfcafl 24]^ ^S^T Efal-Sl^ JLSll^Nl 7>^ZL A] 

*<Ml^r 900 mL3.*H «^wVa]^^ *\] 2^1 ^ 1Q0 rpmiLS. 15*?V 
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3^ 5tff oM^ofl 1 /zg/mL -g-^^: ^S^H X^^^-S. S}^^. 

<5i> z}-z}-<q ifo^ 7MJ1 ^^c.sfe Kromasil? Ci 8 (150 X 4.6 mmM-, <>m#-2-5. 

^41^, o}^^^ ^ Efl^^l^S.^^ ^^(5:2:2)^- ^^5E 50°C^^i 1 mL 

3. 220 nm°lH 31^. ^7}*}$ t}. 

*ll a^ofl^i -§-#-!-<>] 75% ol^lft^ ^^JHl db7fl^ 2^1- ^ ^SU-^^] ^ ^ 

*fl2:t ^ ^o.t^, £tb -f^tb ^^-^#^r 7}$SLsL ^H-g-t-t- 



ww &m 

<54> ^ ^ ^ofl ,r|.a mii-a>^^ ^^.^o^ j^^^s. ^l^V^el-s. 

<55> o}^-^ £ vJ-g.Aj o^ # ol ^ 3S ^i| ^l^}7fl ^ ojop^ 
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HI TO 1] 

^Bfls gcfe 2^ o]^- ^ O.S. *m -a^l^r^l 
3] 

*H 1 Sa°l-^, ^♦^^ ^#4 ^|^^^17} 1 : H^l 1 : 100^ 
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HJt 1 * 6] 

-S-^m -S-^-i- ^-§-£1^ ^f^H tt-f-SM ^W*Hr 3^ 
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